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EN 14683:2019+AC Type | (CE face mask certification) - Premium

ISKO

Tibbi Cihazlar Yénetmeligi 93/42/EEC ve KKE Yonetmeligi 2016/425 gore

AT UYGUNLUK BEYANI
EU DECLARATION OF CONFORMITY

according to the Medical Devices Directive 93/42/EEC and the PPE Regulation (EU)
2016/425

Uretici adive adresi:  SANKO TEKSTIL ISLETMELERI SAN. VE TIC. A.§ -
Manufacturer name and ~ ISKO SUBESI

address: ORGANIZE SANAY! BOLGESI 3. CAD. 16400 INEGOL / BURSA
Web adresi R E mall 2

Web adresi www.iskovital.com E-mail  "Wo@iskovital.com
Telefon No Faks

+90 (224) 280 77 00 +90 (224) 714 80 19

Telephone Number Fax
Urtn adi: Cerrahi yliz maskesi

Product name: Medical facemask

Uriin modelleri: ISKO (ISKO VITAL MASK001 TIP I)
Product models: ISKO (ISKO VITAL MASKOO1 TYPE 1 }
Uritn simfi: Tipl

Product type: Typel

Yukarida bahsedilen driiniin 93/42/EEC Tibbi Cihazlar Yonetmeliginin Ek VII'sinde ve bu

z lik ile ilgili uy almigs standart TS EN 14683:2019+AC. Ek ZA’sinda

belirtilen in kar digim kencli sor altnda beyan ederim.

Uriin, 93/42/EECyonetmeligi ek IX'a gore Smif 1 tbbi cthazdir.
1 declare under my own responsibility that the product mentioned above complies with the
requirements of Annex VII of Directive 93/42/EEC and the harmonised standard
EN 14683:2019+AC,

This product is a Class medical device according to the classification in Annex IX.

Yukarida hahsedilen fiviiniin 2016 /425 /EU Kisisel Koruyuen Donammlar
ligine uygun old| kendi sorumlul altinda beyan ederim.
2016/425/EU yonetmeligi ek I'ine gire iiriin Kategori 1 Kisisel Koruyucu Ekipmandir.
I declare under my own responsibility that the product mentioned above complies with the
requirements of 2016/425/EU.
This product is a PPE of category in accordance with attachment | of the regulation,
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EuroGap Belgelendirme Kurulusu
EuroGap Certification Company

Uriin Standart Belgesi
Product Standards Certification

Fu

Firma Adi

: SANKO TEKSTIL ISLETMELERI SAN, VE TIC. A$ - ISKO SUBESI

Company Name

Lrl.’..',',‘.f'";‘,“;f;ﬂ + ORGANIZE SANAYI BOLGESI 3. CAD. 16400 INEGOL / BURSA

fl,ff:};,‘i:f‘,,’:,“:,fﬂw,"ﬂ poce | ORGANIZE SANAYI BOLGESI 3, CAD. 16400 INEGOL / BURSA I s K om
:;s::lcl:; :::2 :f;:kas' + ISKO ( ISKO VITAL MASKOO1 TIP 1)

fmltfnz:mr : ERGP-0-200697

}:3;‘,‘; ﬁmx:::mm + TSEN 14683:2019+AC

ntﬁtﬁ;i:?ﬂ""’ + 27042020

Belge Bitis Siiresi

Certification Ends Durati : 27.04.2021
Belge Kapsam : TSEN 14683:; Tibbi yiiz - ve deney y i
Certificate Scope Medical face masks - Requirements and test methods
Bu sertifika belgelendirilen iirtiniin ve {iretim yerinin ilgili standartlanin imalat/ beyan/ deney ilil tharmnin gosterir.
This certificate that the / declaration / test requirements of the certified product and the production site are met.
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EN 14683:2019+AC Type | (CE face mask certification) - Supreme

ISKO VITAL" +

ISKO

Tibbi Cihazlar Yonetmeligi 93/42/EEC gére

AT UYGUNLUK BEYANI
EU DECLARATION OF CONFORMITY

according to the Medical Devices Directive 93/42/EEC

Uretici Adi ve Adresi:  SANKO TEKSTIL ISLETMELERI SAN. VETIC. A.S -
Mantfactirer name and — ISKO SUBESH ; g
address ORGANIZE SANAYI BOLGESI 3. CAD. 16400 INEGOL / BURSA

Web adresi wunw.iskovital.com info@iskovital.com

Web adrest E-mail

Telefon N Faks

rrf;:‘;:»m"."-'lmrh'r +90(224)2807700 2 +90 (224) 714 80 19
o

Urlin adu: Yiiz Ortiicii

Product name

Face Cover
. - ISKO VITAL ™+
Oriin medelleri: SUPREME LINE - PREMIUM LINE
Product models. ISKOVITAL ™+
SUPREME LINE - PREMIUM LINE
Urtin safi:
Product type Rﬂ_’,

Yukarda bahsedilen firiiniin 93/42/EEC Tibbi Cihazlar Yénetmeliginin Ek VIUsinde ve bu
yonetmelik ile llmﬁ uuumluynnlmu standart TS EN 14683:2019+AC. Fk ZA'smda
belirtilen hilkilmlerin ka hguu kendi sorumlulugum altinda beyan edevim.

Uriin, 93/42/BEC yonetmeligi ek IX’a gore Smyf 1 tibbi cihazdw,
| declare under my own responsibility that the product mentioned above complies with the
requirements of Annex VI of Directive 93/42/EEC and the harmonised standard
EN 14683:2019+AC
T'his product is a Class medical device according to the classification in Annex IX.

I 1

DECLARATION OF
CONFORMITY TO STANDARD

STANDARDA UYGUNLUK BEYANI

Oretich Adi ve Adresh: SANKO TEKSTIL ISLEYTMELERI SAN. VE TIC. A.§ -
Moamgfacturer name and ISKO Sl:’ﬂm’
address ORGANIZE SANAYT BOLGESI 3. CAD. 16400 INEGOL / BURSA

Yetkili Temsilel nvam ve

adresi (varsa): Autharized

Representative

title and addrews (if any)

Web adresi E-mail

Web adrest wune. iskovital.com Bl info@iskovital.com
i

rekphens ber 1903201280700 Fa woG0msos

Uriin ade: Yz Ortaed

Product name. Face Cover

Ortin modelleri: ISKOVITAL™ + SUPREME LINE - PREMIUM LINE

Product models ISKO VITAL ™+ SUPREME LINE - PREMIUM LINE

Urdin Tipi (Tip I, Tip 1

veya Tip IRy Tipl

ProductClass(Typel, Type  Type |

1 ov Type LIR)

Yukarida ady ve adresi verilen ﬂnnmk ﬂnﬁ&m ve yukarda markas, modell ve sunyflur verilen ve *Cervahi
keler™in TS EN 1468, dardimn gartiarm yukarida verilen tip bilgileri gergevesinde

kargdadigimy hammadde, urvlim ve kalite kontrol, stoklama, ambalaj ve igaretlemede T8 EN
14083:2019+AC standardunn gartlarma upgunlugun sitrditrillecegini beyan ederim.

I declare that ""Medical foce masks”, i wel in the fi er named abooe and whose brand, irodel and
classes arv givenabave, meet the requirements of the KN 146832019+ AC standovd and maimtaln its conformity
with KN 14689 2019 +ACstandard for raw materials, marigfacturing, qualit control, storage, packaging and
marking within the framework of the type information given above,




ISO 9001:2015 (Quality Management System)

Kalite Yonetim Sistemi

TS EN ISOIEC 170211
AB-0002-YS
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QL ™ KALITE YONETIM SISTEMI BELGESI TR

R
Yk,

QUALITY MANAGEMENT SYSTEM CERTIFICATE e e

TURK STANDARDLARI ENSTITUSU
bu belge ile

SANKO TEKSTIL ISLETMELERI SAN. VE TiC. A§. -
1SKO SUBES!

ADRES 1:08B ANA CAD. INEGOL - BURSA
ADRES 2:08B 3. CAD. INEGOL - BURSA

BURSA / TURKIYE

kurulugunun TS EN 1SO 9001:2015 sartlarma uygun bir KALITE
YONETIM SISTEMINE sahip oldugunu onaylar.

Belge kapsami Ek'te verilmistir

8y belge belgelendirme yarianna
uygunluk saglandidr sarece gecertid.

K-Q
TSE-ISO-EN

TURK STANDARDLARI ENSTITUSU
TURKISH STANDARDS INSTITUTION

Tark Standg
Turkish Stan¢

SISTEM BELGELENDIRME GRUP BASKANI
HEAD of SYSTEM CERTIFICATION GROUP

/

rlanEnstitiisi Tark Akreditasyon Kurumu TURKAK tarafindan akredite ediimistir.

CEN BIRCAN DEGERLIYURT

Institution, has been accredited by the Turkish Accreditation Agency TURKAK,

TURKISH STANDARDS INSTITUTION
hereby certifies that the organization

SANKO TEKSTIL ISLETMELERI SAN. VE TIC. A§. -
1SKO SUBES!

ADRES 1:0SB ANA CAD. INEGOL - BURSA
ADRES 2:08B 3. CAD. INEGOL - BURSA

BURSA / TURKIYE

has a QUALITY MANAGEMENT SYSTEM which fulfills
the requirements of the TS EN IS0 9001:2015

Scope of the certificate is given in annex

Belge No / Certificate No
KY-588-03/KG-97/09-R15
Belge Tarihi / Date of Certificate

27.11.2018

Gegerlilik Tarihi / Valid Until
21.11.2021

Revizyon Tarihi / Date of Revision
27.11.2018

ik Belge Tarihi / Initial Certification Date

31.10.1997

“Tris ceiicate is valid provided that compliance
with the certificaon requirement is maintained.

060412201812460001
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THE]NTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

TSE has issued an IQNet recognized certificate that the organization:

SANKO TEKSTIL ISLETMELERI SAN. VE TiC. A.S. - iISKO SUBESI

ADRES 1:0SB ANA CAD. INEGOL - BURSA
ADRES 2:0SB 3. CAD. INEGOL - BURSA
BURSA / TURKIYE
has implemented and maintains a
QUALITY MANAGEMENT SYSTEM
which fulfills the requi of the i

TS EN ISO 9001:2015

Issued on: 27-11-2018
Expires on: 27-11-2021

This attestation is directly linked to the IQNet Partner’s original certificate and shall not be used as
a stand-alone document

Registration Number : TR-KY-588-03/KG-97 /09-R15

e bin =

Alex Stoichitoiu Golcen Bircan Degerliyurt
President of IQNet Hefd ¢f System Certification Group

IQNet Partners"
AENOR Spain ANOR Certification France APCER Portugal CISQ ftaly
CQC China CQM China ©QS Cziech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazit
FONDONORMA Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica
IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAl Ireland
NYCE - SIGE México PCBC Poland Quality Austria Austria RR Russia Sil fsrael SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia
TQNet is represcnted in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAI Inc.

* The lnt of QN a

Iabie under wuw.

060412201812460001




ISO 13485:2016 (Medical Devices Quality Management System)

of Registration
This is to Certlfy that the
Medical Devices — Quality Management System
of
SANKO TEKSTIL ISLETMELERI SANAYi VE
TICARET ANONIM SIRKETI ISKO SUBESI

ORGANIZE SANAY | BOLGESI 3. CADDE INEGOL / BURSA/ TURKIYE

has been independently assessed and is compliant
with the requirements of

ISO 13485:2016

This Certificate is applicable to the following product or service ranges:
SEWING OF FINISHED FABRIC WOV EN FROM COTTON, SYNTHETIC, CELLULOSIC FIBER AND LYCRA
MIXTURES, MEDICAL DEVICES (MASK, GOWNS, PATIENT AND VISITOR GOWNS, OVERSHOES, BONNET,
SURGICAL FACE MASKS WITH RUBBER) PROD UCED THROUGH THE STERILIZATION AND PACKAGING
STAGES, OVERALLS EXAMINATION TABLE CLOTH,ANTIMICROBIAL PROTECTED SURGICAL
SHIRT AND GOW N, BABY-CHILD SUPPLIES AND MEDICAL TEX TILE PRODUCTS, FABRIC PRODUCTION
AND SALES)DESIGN, MANUFACTURING, CUSTOMS, FOREIGN TRADE, LOGISTICS, MANAGEMENT
AND ADMINISTRATIVE ORGANIZATION ACTIVITIES
PAMUK, SENTETIK, SELULOZIK ELYAF VE LIKRADAN BITMIS KUMASLARIN DIKILMES] KARISIMLAR,
TIBBI (THAZLAR (MASKE, GOWNS, HASTAVE ZIYARETCT GOWNS, Y UR TDISE, BONNET, KAUCUKLI
CERRAHI Y UZ MASKELE Rf) STERILIZASYON VEAMBALAJ ILE URETILIR ASAMALAR, GENEL TOPLAMLAR,
MUAY ENE TABLOSU BEZE, ANTIMIKROBIYAL KORUYUCU CERRAHE GOML EK VE $iS, BEBEK-COCUK
MALZEMELE RI VE TIEE] TEKS TIL URONLERL KUMAS URETIMIVE SATIS) TASARIM, IMALAT,
GUMRUK, DIS TICARET, LOJISTIK, YONETIM VE IDART ORGANIZASYON FAALIYETLERE

:: Certificate No :: TR52149H

Date of initial registration 02 May 2020
Dat e of this Certificate 02 May 2020
Surveillance audit on or before 01 May 2021
i oot iy e s Y S s

i act 53 maimtactory i rveliance sadts

( \[ l
i i o
= -
Director
BSTAUNTCHLY MANAGEMENT & SysTeMm Scrvices LTo.
Suite 48, 3890 Hatkon Gar 18 PN

ISKO VITAL" +



ISO 14001:2015 (Environmental

ISKO VITAL" +
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

TSE has issued an IQNet i that the

SANKO TEKSTIL iSLETMELERI SAN. VE TiC. A.S. - iSKO SUBESI

ADRES 1:0SE ANA CAD. INEGOL - BURSA
ADRES 220SB 3. CAD. INEGOL -
BURSA / TURKIYE

has implamanted and maintains &
ENVIRONMENTAL MANAGEMENT SYSTEM
which fuiills the requiramants of the following standard

TS EN ISO 14001:2015

Issued on: 07-08-2018
Expires on. 07-08-2021

Thas sttwataton bs diectly kked 10 e KoMt Pirtiners acigrsd carkécain and shald nat be used 03
» rtand-alone document

Registration Number : TR-CY-853/15-R15

et
oﬁ
Alex Stoichitoiu Goldcen Bircan Degerliyurt
President of [QNet Hedd gf System Certification Group

et Ptanin®
AMOR: Spoin AVSR Corsfuntan e ATCEN Prtaps! 0090 Nady
COC Chine OOM Chiw C08 Cock Mrabbie Cro Cert Daane DG Hikbiog Qb Servassy FEAY Son]
FORDONOKMA Venasiobs SONTEC Covmtes Inopec Serfekti Oy Aakand INTECO Couts A
DA Arpenting JON Sagan KP Ko MITEC Creeoe VAT Mg Nembs AS Sauay NSAL Delond
FITE - SO Marice TCRC Palond Quadiy Aimine Avdrs 100 Avawn 51 Jernel 5K) Skvena
HRIM Q4% [frrmesanal Malpss 506 Suesedond SRAL S ST B Pescratarg S THE Turkey YUQS Serbas
WMt b srpreseried o0 the UISA by: APNOR Certli 290, DGH Hebding Orabtl and %341 lac:

Ther o FIMTY P b (T o L O Do i s 0 b e e AR
RO 04 4TI

Management System)

THE INTERNATIONAL CERTIFICATION NETWORK

Annex to IQNET Certificate Number :TR-CY-853/15-R15

Name and Address of the certified organization

SANKO TEKSTIL ISLETMELERI SAN. VE TiC. A.S. - ISKO SUBESI

ADRES 1:08B ANA CAD. INEGOL - BURSA
ADRES 2:088 3. CAD. INEGOL - BURSA | TURKIYE

Scope of the Certificate
DESIGN AND PRODUCTION OF

DENIM GOOODS PRODUCED OF DYED, PRINTED, COATED AND FINISHED PRODUCTS WOVEN
FROM COTTON, SYNTHETIC, CELLULOSIC FIBRES, LYCRA AND THEIR BLENDS

7 This annex is orly vabd in connecton with Pw seove-menioned carbficsm

<{52> TURKISH STANDARDS INSTITUTION <82 e,




OHSAS 18001:2014 (Occupational Health & Safety Management System)

ISKO VITAL" +

- e =
THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

TSE has issued an IQNet ized fi that the

&)

SANKO TEKSTIL ISLETMELERI SAN. VE TiC. A.S. - ISKO SUBESI

ADRES 1:0SB ANA CAD. INEGOL - BURSA
ADRES 2:0SB 3. CAD. INEGOL -
BURSA / TURKIYE

has implemented and maintains a
OCCUPATIONAL HEALTH and SAFETY MANAGEMENT SYSTEM
which fulfills the requi of the

TS 18001:2014

Issued on: 19-11-2018
Expires on: 19-11-2021

This attestation ks directly linked to e IQNet Partner's onginal corificate and shall not be used as
& stand-alone document

Registration Number : TR-OY-812/15 R141

R

Alex Stoichitoiu Gojcen Bircan Degerliyurt
President of IQNet Hgad Af System Certification Group

K)Net Partners®.
AENOR Spain APNOR Certification Framce AFCER Portugal’ CIS( Raly
COC Ching COM Chites CQ8 Caech Regadtic Cro Cart Croatia DOS Hokding ChmbH Gereany FCAY Bruni
FONDONORMA Venemuels ICONTEC Colotia Inspecta Sertiftaint: Oy Fintand NTECO Costa Rica
TRAM Argenting JQA Jupen KFQ Ko MIRTEC Greece MSZT Hungary Nemkn AS Noreay NSAI frefand
WYCE - 8108 Mérics PCHIC Pond Quality Austria Austria RR Russia SIE eraef S1Q Shovenia
SIRIM QAS International Mafoysin SOS Sustaeriond SRAC Romania TEST St Fetersbany fuann TSE Turkey YUQS Serbda
IQNet is represesed i the USA by: AVNOR Certification, CISQ, DQ8 Holding GrmbH and NSA! inc.

* The Aot of KOt prartiers ba vadi s the Saus of ase of pdetnd L cande) s gt et

02411209802 140001

+



ISO 5001 (Energy Management System)

ISKO VITAL" +

| YONETIM SiSTEMI |
L

TURK STANDARDLARI ENSTITCSO
bu bakge i

SANKO TERSTIL ISLETMELYII SAN VI TIC AN -
IR0 sLBEs|

ADHLS 1050 ANA CAD. INEOOL - BURSA
ADRES 2088 3 CabD INPOOL -

RURSA TRKIVE

avdupamn T5 EN 180 40001 perkarwn wypen b ENERI
YONETIMSISTIMI e sy o knges ooyl

TURKISH STANDARDS INSTITUTION
haraby cartides that the organgation

AN TEXSTHL S5LUTRILIK SAN, VI THC A5~
1580 SUHES)

ADRES TOSK ANA CAIL INEGOC - ROSA
ALILES 3058 3, CAD. D0 -
RUKSA ( TORKIVE

o o ENEROY MANADENENT SYSTEM CERTINCATE
IR 1 e (e Py of O TS AV 150 10801

Bes daprem Ex'e veriimysr TURK STANDARDLARI ENSTITUST  5cope or e corsticate s given in sanes

TURKISH STANDARDS INSTITUTION

AISTES BELCRLISERMME GRIP HASKANI

EN HIRCAN DECERLIYORT

R S buige, Tk Sans

Eremiuwin bawiye hekhadah) 127 1oph bowan syemcs ywivgs

Trin carWicoe ' tanme 1) ccondoncs wif e Law Mo 133 arcbirig Talids v hunvice

09021230181 1410€01

TSE ENERJI YONETIM SISTEMI BELGESI

EMERGY MANAGEMENT SYSTEM CERTIFI
EK / AMMEX

Bokge M) Cuntanm Ns EVIAALIS

et Kerruh Al Alee
arsn arvd Adns of the Catiad Orpwiastion

LOCEATTES
TRENSO Seeat

PAMUKELL SENTUTHC, S1000 OZIK LYAY LRALL
VI ICANISNE AMINDAN DXKENMLY IOYALL
TAMKILL KAPLAMALE VI APRES MAMULLERINN
UNETIEN DM ORONERININ

TASAIIM YR IMALATI

Do Tanv/ Dot of Corthomte M 113018

SAMKO TERNTH B ETMILIRS SAN. VI TIC ALY«
KO U

ADHES FCIT ANA CAD. SNEDOE < MLWRA
ADHES 208K ) CAD, INE00Y, «

WURSA (TURKIYE

TR ENASO St

DESIGN AND PRODUCTION OF

DENIM GO PHOCUCED OF DYED, MUNTED,
COATIDAXD FINSHED FRODOCTS WOVEN FROM

COTTON, SYNTHETIC, CHLLULONC FIRES,
LNORA AND THITH BLENOS

', S
- w—




TS EN 12128 (Laboratory Biosafety)

ISKO VITAL" +

4(:136 Uygunluk Belgesi/
~ Certificate Of Conformity

Sertifilka No / Certificate Number:
CPC-BSLN101

SANKO TEKSTIL iSLETMELERI SAN. VE TiC.
A.S. / ISKO SUBESI

Organize Sanayi Bolgesi 3. Cad. Inegdl/BURSA

TS EN 12128:2002
EN 12128:1998

Belge kapsamy The scope of the actiwties is described below

Biyoteknoloji-  Arag geligti ve analiz laboratuvarlan-  Mikrobeyolojl
lab i k iyeleri, risk alanlan, yerleri ve fiziksel glvenlik kuratlan/
Biotechnology - Laboratories for research,

development and analysis - Containment levels of micro biology laboratories areas of
risk focalities and physical safety req

Laboratuvar, TS EN 12128:2002 standardina gére PCL 2'ye uygun olarak hizmet
vermektedir/ Laboratory serves in accordance with PCL 2 according to EN 12128:

1998 standard.

Sertifika Verlli Tarlh/ Dute Certificate issuod 122042020
Revizyon Tarihi ve No/ Revision Date and Number ;-
Gegerlilik Tarlhi/ Explry Date 1 22.04,2021

Gorwin M (T D00 Ao vy M 20 4 Bk P Farirhols / Arks
Tk 6312 299 2900 #0052 290 4207 @ G012 200 4kAT
® o 102 209 0
PROUM 122077 00 ey efiEten




ISKO VITAL +

© ISKO VITAL + | SANKO Tekstil 2020



